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Global Medical Services

Abbott Laboratories

Global Medical Services
200 Abbott Park Road AP34-‘2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

December 03, 2004 —E N &

DEC -2 204

R-422

AER + QN
To Whom It May Concern;

Abbott Laboratories has received an adverse event report in which your product, Generic
Levothyroxine was identified as a suspect drug. We are forwarding this report to your company
for your use in complying with the FDA regulations for the reporting of spontaneous and clinical
adverse events and ICH Guidelines on Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting.

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

QutteTon——

Annette Larsen, RN

Abbott Laboratories
Medical Services Analyst
Global Pharmaceutical and Research Departinent

CONFIDENTIAL
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Global Medical Services

Abbott Laboratories

Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

Septettiber 27, 2004

W
AER #:

To Whom it May Concern;

Abbott Laboratories has received an adverse event report in which your product, Generic
Levothyroxine was ideptiﬁec.l as a suspect drug. We are forwarding this report to your company
for your use in complying with the FDA regulations for the reporting of spontaneous and clinical

adverse events and ICH Guidelines on Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting,

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

OhothToan—

Annette Larsen, RN

Abbott Laboratories
Medical Services Analyst
Global Pharmaceutical and Research Department
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A. Paticnt inormation

C. Suspect medication(s)

1. Name (give labeled sreogth & mir/labeler. if known)
s SYNTHROID 125 mcg (SYNTHROID) (LEVOTHYROXINE:
(LEVOTHYROXINE)
n GENERIC LEVOTHYROXINE
Consinuegd |
me&mu_d 3. Twerspy dates  (if unkmown, give durstion)
n 125 meg, 1 in 1 fromm for best cxion e}
1 0 22/22/88 - 22/322/02
n 137 mcql lAin 1 a NO AN INA _ MNewod o=
D Eg: o;gl i VO / 7 I/7V8 T ViIigully
4. Diagoosis for wse  (indication) S, Event abated after use
# THYROID CANCER soppied or dose redeced
¥ THYROID CANCER “ il Ore Dgesn
3 nospicatization - inidal or projonged O otter:
- - " Dyu D ne Bdom’l
T T 6. Lot# (if known) 7. Expdate (if known) apph
: event 22/22/02 this report 09/13/04 1. UNKNOWN . UNKNOWN 8. Event reappeared after
bvralfON ——— : — reintrodects
S, Describe evest or probiem % UNKNOWN 2 UNKNOWN n Ores [Doe docsm
Consumer report from the USA of hair loss, 5 NDC# - for product problems caly (if known) et
excessive perspiration, depression, and n [y [Joo Bﬁ.“
menopausal-like symptoms coincident with -
LEVOTHYROXINE (SYNTHROID) therapy. In 1999, 10. Concomitant medical products  and therapy dascs (exclude treatment of event)
the patient began SYNTHROID therapy for 1) OMEPRAZOLE Unknown - Ongoing
thyroid cancer. In 2002, the patient 2) FAMOTIDINE Unknown - Ongoing
experienced hair loss. In 2002, the dosage 3) ROFECOXIB Unknown - Ongoing
of SYNTHROID therapy was increased. 1In 4) LISINOPRIL Unknown - Ongoing
2002, the patient recovered from the hair 5) ESTROGENS
loss. In Aug 2004, the patient was switched
to GENERIC LEVOTHYROXINE thera§¥. In Aug A
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thera e patien — .
experienced excessigg'perspgration, 1. Costact office - came/address (& miing she for devices) 3. Phone sumber
depression, and menogausal-like symptoms . PPD 847-937-5533
GENERIC LEVOTHYROXINE therapy was ongoing. Pharmacovigilance 3
The patient has not recovered from the 200 Abbott Park Road mm"‘“ N
excessive perspiration, depression, and D-491 AP30-1E sl hatapph)
menopausal-like symptoms. The reporter Abbott Park,Illinois 60064-6157 0O forcin
declined to have the physician contacted. USA
GENERIC LEVOTHYROXINE was also considered ( Informing Unit ) O e
suspect. O terore
m consames
£ bea
4. Date received by manufacturer Spas 21-402 F"""""‘
__ 09/13/04 O e iy
6. Relevant testslaboratory data,  including dates wos, O comweny
Not reported €. 11 IND, prosocol # PLA# '
1958 O [ re—
7. Type of report otC D other:
(check sl that apply) 0O v
O ser [ 154w T. Adverse event termis)
O 10y Bl periodic 1) Bair loss (Alopecia)
2) Perspiration excessive
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Cantipned 3) Depression (Depression)
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In Confidence
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Conﬁnnation Sheet for FDA-3§00A Form

B.6 Relevant tests/laboratory data, including dates (Cont...)

Lab Result: |

Test name Test date

Ses Narrative Lab ' UNK

C. Suspect medication (Cont...)

Seq No.
C.1 Suspect medication

C.2 Dose, freqneuj & route used
C.3 Therapy Daies (or duration) )
C.S Dechallenge

C.8 Rechallenge !

No.
%e? Suspect medication

C10. Concomitant medical products

Seq No.

Concomitant Medital Product
Dose, frequency & route used
Diagnosis for use(indication)

Seq No.

Concomitant Medical Product
Dose, frequency & route used
Diagnosis for use(indication)

Seq No.

Concomitant Medical Product
Dose, frequency & route used
Diagnosis for use(indication)

Seq No.
Concomitant Medical Product
Diagnosis for use(indication)

Seq No.
Concomitant Medical Product

Dose, frequency & route used
Therapy Dates

Diagnosis for use(indication)

Test n»suit

*
:

1
]

-

_
Mir. report # : VY
Date of this report : 09/13/04

r

Noraal value Classification

1

: SYNTHROID 125 mcg(SYNTHROID) (LEVOTHYROXINE)

:

l\JN

(LEVOTHYROXIN )

mecg, 1 in 1 D, Per oral
) ?aloal 2 = nnlo'),94

: GENERIC LEVOTHYROXINE

:1

: OMEPRAZOLE

:1) , As requ:.red, Per oral
i 1) STOMACH

12
+ FAMOTIDINE

:1) , As required, Per oral

: 1) STOMACH

: 3
: ROFECOXIB

:1) 1 in 1 D, Per oral
:1) PAIN

+ 4
: LISINOPRIL

+1) PREVENTION OF HEART DISEASE

: 5
ESTS\OGENS CONJ UGATED

in
1) 22/22/94 - 04/°°/0
:1) UNKNOWN INDICATION

, Per oral



Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

'‘ADVERSE EVENT REPORTING FORM —

tl This case requires expadited processing for local requirements.

Affiliate Location: ‘

Country Where Adverse Event Occurred: '
Iy
Sender Phone:
Send‘er Fax Number:
Affiliste Cross-Reference/AER Number: ' ’
SQn‘Jor Comments:

Suq;oct Abbott Product: ; 5 J._,

as”
Product Owner (use Product Owner list for reference):
t#-reopus [0 PPOaND Oa  DOwp [ Ros

Report Source (for reference):
¢ Spontaneous * Clinicat * Literature
*  Academic * Named Patient Program * Abbott Clinical Trials (Phases HYV)
» PMS Studies * Affiliste Expanded Access * Al Expanded Access
PPD PMS Pharmaceutical Products: Spontaneous Reports Only
PPD IND Pharmaceutical Products Clinical Reports Only
Al / Ross Nutritionals / Ross Over-the-Counter Spontaneous Reports Only
Al / Ross Nutritionais / Ross Over-the-Counter Clinicai Reports Only
HPD Pharmaceutical Products All Reports
Ross Pharmaceutical Products All Reports
SOl 54
acpor iioinane ; ;
Report Type: O Serious fFNonserious
Please check one of the following: ﬂ-fnitial O Follow-Up
Number of Pages (inciuding cover): Date: ? 73/

Page 1 of 8

R422-04-F-018
Version 10
Eftective Date 29Jan2004




Global Medical Services, Pharmacovigilance

'ADVERSE EVENT REPORTING FORM

Global Pharmaceutical Research and Development

—

amusarocaton: (NI

o G

d !r.ll'llll'A‘bboﬂAmnnus Date: 9'/25/04{

O Foliow-Up Abbott Awareness Date:

Inttial Report Received via (check all that applyk

D Folow-Up Report #
3 New information Only

O Lead-in [0 Abbott Drug [J Placebo
O Comparator ____

d Phom [ written O Fax O Edectronic

Repart Spurce (check al that apply):

[ Comarketer Consumer/Patient 3 Physician

[ Heakhcare Professioral [ Health Authority [ Other

01 Lrersture [0 Company Representative
Studies (Check one)

O Academic {7 Named Pasient Program DExpmdedAcces& 3 Other

st 2 s 4
HrePplpsutudy,pleaseeomplete: Was patient in a prior study?
OvYes [ONo [J Unknown
. Title of Study
Patient # /mmﬁu $ | priorPatient#
Protocol # Prior studyiype of drug:
[0 Piacebo

Studyltype of drug b€ing taken at time event occurred:

Customer £;

initial Reporter/ Title/Pharmacist Ni

Additional Reporter /Title/Pharmacist Name

Occupation/Specialty: Occupation/Specialty:
Institution/Pharmacy Name Institution/Pharmacy Name
Address: Address:

[H-Primary Reporter?
Phone:
FAX:

E-Mail:
Prescriber? [ Yes ;ﬁ Ne
Do Not Report Neme [] [ Relative

|23 Unknown [J Not Reported| Prescriber?

[ Primary Reporter?
Phone:

FAX:

E-Mail:

O vYes [JNo [J Unimown [J NotReported
Do Not ReportName [ [ Relative

R422-04-F-018
Version 10
Effective Date 28Jan2004
Page 2 of 8




Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

ADVERSE EVENT REPORTING FORM ‘ .

Affiiste Tracking # ;
; o o T T £
D, - DUnkanNotnpoﬂ-dlsex.m ‘emde DUnlumn Dmm
Dete of Birth [7 Unknown [ Not reported rve IR W Yo O Morths  CWeets [ Deys
O Unknown [ Not reported
Higt ME O Oem is Patient Pregnant? [J Yes puo 3 unknown
Weight _t:EDk! O O DO 3 Not reported 1f yes, # of weeks?
S Race/Ethnic Origin
Tobecco: Mvu Ol No [ Unknown [ Not Reported
It yes, specify type and quantity: O Current d—hﬁ
Start Date Stop Date
Alcohol: O ves [@No [ Unkown [ NotReported N
Hf yes, specity type and quantty: D3 Cument [ Past
Start Date Stop Date
Allergies: 0 Yes ‘F No [J Unknown [J NotReported

If yes, specify product / agent and manifestation:

Has the patient been previously exposed 1o any of the Abbott Suspect products? ] Yes [J No [J Unknown u Not Reported
If yes, Adverse Event

Medical History Narrative (Record any relevant, concumrent, or past medical history, family history, pregnancy history, pertinent negatives, risk factors,
occupation, and HIV status.)

R422-04-F-018
Version 10

Effective Date 29Jan2004
Page 30of8
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Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

'ADVERSE EVENT REPORTING FORM

* Abbott also considers these events as serious.

O
Time o Onset Duration [0 Medically iImportant Event | Akernative Etiology, if [J Unknown
v [ Etective Abortion® Applicable 0] Not Reported
[ Miscarriage*
Adverse Event [Dj Desth  Date: B Probable 8 Recovered/Resolved
) . : Hospitalization Possible Recovering/Resolving
c.xcesch-*-’m%-ﬁJ [ Prolonged Hospitalization | [ Probably Not B Not Recovered
Pt O Persistent or Significant | [ Not Relsted Not Resolved
Onset ime | End Date/Time DisabilityAncapacity O Unknown [ Recovered/Resolved
'K), [ Lile-Thveatening 3 Not Reported With Sequelse
) D"{ (] Congenitsi Anomaly [ Fatal
Time to Onset Duration [} Medically important Event | Alternative Etiology, it O Unknown
[T Elective Abortion* Applicable 3 Not Reported
O Wiscarriage®
Adverse Event . [J Desth Date: 7 Probable O RecoveredResolved
Ww [ Hospitalization O Possible [J RecoveringResoliving
[J Prolonged Hospitalization | [ Probably Not & Not Recovered/
DO Persistent o Significant [0 Not Related Not Resolved
Onset Date/Time | End Date/Time Disabiiityncapacity O unknown [ RecoveredResoived
{/ég{ [ Lite-Threstening 0 Not Reported With Sequelae
] Congenital Anomaly O] Fatal
Time to Onset Duration D Medically important Event | Atternative Etiology, it O Uninown
O Elective Abortion* Applicable 3 Not Reported
{0 Miscarriage* .
Adverse Event U [J Desth Dete: [J Probable [J Recovered/Resoived
N\W\bws"g - ~ | O Hospitalization 3 Possible [ Recovering/Resclving
[0 Prolonged Hospitalization | [J Probably Not [BeNot Recoversd/
S [ Persistent or Significant 3 Not Reiated Not Resolved
Onset Daie/Time | End Date/Time Disabilityincapacity O uninown ] Recovered/Resoived
gi ] Life-Threatening [0 Not Reported With Sequelee
od B Congenital Anomaly B Fatal
- Medically Important Event | ARernative Etiology, it Unknown
Time to Onset Duration [J Elective Abortion* Applicable 5] Not eported
] Miscarriage* _
Adverse Event (] Desth Date: (3 Probable 3 RecoveredResolved
0 Hosphtalization [ Possible O Recovering/Resolving
{0 Prolonged Hospitalization | [J Probably Not [ NotRecoversd/
[ Persistent or Significant {7 Not Related Not Resolved
Onset Date/Time | End Dste/Time DisabilityAncapacity [0 Unknown 3 Recovered/Resolved
J Ute-Threstening O Not Reported With
B Congenital Anomaly B Eatsl
> Medically important Event | Alternative Etiology, if Unimown
Time to Onset Duration I Elective Abortion” Applcable B N Foperted
[ wiscarriage*
R422-04-F-018
Version 10
Effective Date 28Jan2004

Page 4 of 8




- Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

ADVERSE EVENT REPORTING FORM

- [ ud
—g
g el B . g v i&' R LT g LTV Iy .
ki L ) + N -

Total
Daily
. Product Name Taken* NDC # Dose | Frequency Route { Duration ** Indication(s)
Abbot Primary Product Oong | UK /@J > | <FO [1a99 |ooa w :
__%L Caked
Lot# O B:"‘ 1.37..ZS o | |oma |y
Exp, Datafs) ___(Iw one
{0 On query, reporter declined to Pisc.
provide Lot # information. \ |jUnk .
Oother: CIne
El Clong
Ocnhg
Lot# CONone | — -
Exp. Date(s).
: Clisc.
O On query, reporter declined to Dlunk A
provide Lot # information. CINR .
[CJother:
Abbott Product:
Clong
Lot & Dlchg
OINone
Exp.Date(s) OIoisc.
[ On guery, reporter declined to Cunk
provide Lot # information. ON
[Jother: _____________
¢  ActionTaken Key: Ong=Ongoing Chg=Dosechange Disc=Discontinved Unk= Unknown NR = Not Reporied
*  Start and End Code Key: Ong = Ongoing administration  Unk = Unknown  NR = Not Reporied
i suspect drug discontinued, did event{s) abate? [] Yes [] improved [J Resoived [ No [ Unknown [ Not Reportes '
If improved or resolved, which eventis)?
it suspect product reintroduced, did event(s)reappear? [ Yes [ No [0 Unkno E3-NGt Reported
If yes, which event(s)? ,

iProdactiComplaintintormatiohi st St St TRe SR aas ety SRR e BRI SR i G SO

Comments:
/

"

-~
/

prd

T:I Sampfe Requested [] Pharmacy Replacement Requested (Note which location the product was distributed for replacement)”
Addiional Information

Batch Record Review Requested  [] Assay Requested

R422-04-F-018
Version 10

Effective Date 29Jan2004
Page5of 8
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Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

"ADVERSE EVENT REPORTING FORM

M’ﬁ-‘———— il ’ ¥

]

COncomltant Mcdl’éatlm - e u

IS By AL 860 10 el [achofs- Ice prescipionsnonpresciiplions, herbals; O recréaional; and hormedpathics)
Were any other medications being taken by the patient? [#-Yes [ No [J Unknown [ Not Reported
Total Dstes/Times of Administration
Daily | UnitDose & Start/
"Medication(s) Action Taken Code* Dose Frequency Route Duration*™* End™ Indication(s)
Pildee | B OV 05 O P~ |1 | Ot [Og [gbued
\J
“Pepad M Or Os O Nt Aadill RO 4 Ouss Lo b
Vidxe B O Os D > |7 e [ Es | e o
cpr\'nau‘;\ e Or-Os O l)Wﬁ' e I LD-A“( O"‘f{ m»—
Remarie | D50 5] [ 7o [1Dse [Yor | Ouk
3 5 =)
v 5’65;.’_“_“_4/ Do Or G O 2| O [P0 | %oy oyt s
- 0
) Oc Or Os D
Oc O Os On

* Administration Code Key: C = Concomitant medication T = Treatment medication $ = Medication suspected as causing the AE | = interacting drug
“StartandEndCode Key:  Ong = Ongoing administration  Unk = Unknows: R = Nol Reporied

If Patient died, was autopsy performed? [J Yes Date of autopsy O No [O Unknown [0 Not Reported
Results of autopsy:

O Death Certificate Attached

Cause of Death: "

Is discharge summary available? [J Yes [J No l:] Unknown [J Not Reported /

B R R R e s e e A . T SN m
e e .

Date/Time Procedure Name / Resuits/Comments

-

/

R422-04-F-018
Version 10
Eftective Date 28Jan2004
Page 6 of 8




Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

'‘ADVERSE EVENT REPORTING FORM
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R422-04-F-018
Version 10

Effective Date 29.an2004
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'ADVERSE EVENT REPORTING FORM N ~

1 . / Do, ;\\) .

) pll | "1
R~ 3%; 4—2-.59“&%?&

er_(sae_gu Aus 200 *‘B‘p‘f' Mg.x_)—l-dg»—{b_
FovertR 0 &0 VP

Signature:

R422.04-F-018
Version 10
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